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The examiner regrets that new art was found and deemed pertinent to the 
claims. Accordingly, the following action is being made non-final. 

Claim 35 is withdrawn from further consideration pursuant to 37 CFR 1 .142(b) as 
being drawn to a nonelected species there being no allowable generic or linking claim. 
Election was made without traverse in the reply filed on 1/17/2007. 

The following is a quotation of the first paragraph of 35 U.S.C. 1 12: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claim 30 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the written description requirement. The claim(s) contains subject matter which 
was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. Paragraph 44 discloses the swellable material, but 
there is no disclosure of the swellable material promoting ingrowth or improving 
anchoring. 

Claim 34 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply 
with the enablement requirement. The claim(s) contains subject matter which was not 
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described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 
Claim 34 recite essentially that signals from 0-1 hz are used. It is unclear how signals 
from 0-1 hz can be used in a blood pressure monitoring device, as blood pressure 
varies generally at a rate above 1 hz. Clarification is required. 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 31 and 39 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Pohndorf et al 5353800. Pohndorf shows a device with a pressure sensor 20, a 
pressure transmission catheter 16 with a proximal portion connected to the pressure 
sensor and a pressure transmission fluid in its lumen, a barrier, i.e. a flexible membrane 
(see column 4, line 26), where the barrier and fluid act as a low pass filter for 
frequencies above 20 hz (see column 4, lines 46-56). . 

The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 
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Claims 1-4, 9, 13, 15, 21, and 36 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Brockway et al 4846191 in view of Twardowski 6592656. Brockway 
shows a device h a pressure sensor 16, a pressure transmission catheter 20 having a 
proximal portion, a mid portion, and distal portion, a distal port, and a lumen extending 
thereto, where the proximal portion connects to the pressure sensor, a pressure 
transmission fluid in the lumen, a barrier 30 in the distal port to retain fluid in the lumen. 
It does not have a surface modification that promotes tissue in-growth. Twardowski is 
one of many implanted catheters which us ea cuff on the surface of the catheter to 
promote ingrowth and help secure the catheter in place. Hence, it would have been 
obvious to modify Brockway to use such a cuff, so as to prevent movement of the 
catheter in use. Claim 2 is rejected in that the device is connected to a telemetry unit 
(see column 5, lines 20-22). Claim 3 is rejected in that the exact method of forming the 
larger diameter has not been stated to be for a particular reasons or to solve a stated 
problem. As such, the method of forming the larger diameter would have been a mere 
matter of design choice for one skilled in the art. Claim 4 is rejected in that the distal 
end is counter-bored, or at least has equivalent structure to a counter bore, to create the 
larger diameter. The examiner notes that the method of forming the structure is a 
product by process limitation and will not serve to define over equivalent structure 
formed a different way. Claim 13 is rejected in that in figure 4, Brockway has a gel 
barrier that is recessed. Claim 15 is rejected in that the distal port is distal facing. 
Claim 36 is rejected in that distal portion of the catheter has a diameter that is larger 
than the middle portion. Claim 21 is rejected in that the exact shape of the lumen has 
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not been stated to be for a particular reasons or to solve a stated problem. As such, the 
shape of the lumen would have been a mere matter of design choice for one skilled in 
the art. 

Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Brockway et al '191 in view of in view of Twardowski, as applied to claims 1-4, 9, 13, 15, 
21 and 36 above, further in view of Sisley 44053' 13. Sisley further teaches that a cuff 
like that of Twardowski will also prevent migration of bacteria. Hence, it would have 
been obvious to use the cuff to prevent infection or other harms from bacteria 

Claims 8 and 37 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Brockway et al '191 in view of in view of Twardowski, as applied to claims 1 -4, 9, 
1 3, 1 5, 21 and 36 above, further in view of Bricault et al 5520664. Bricault further 
teaches that a cuff like that of Twardowski will also improve the seal of the catheter to 
the tissue (see column 10). Hence, it would have been obvious to use the cuff to help 
anchor the device in place. 

Claims 10-12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Brockway et al '191 in view of Twardowski, as applied to claims 1-4, 9, 13, 15, 21, and 
36 above, further in view of Brockway et al 6296615. With respect to claim 5, Brockway 
et al '615 further teaches providing a surface modification, such as an antithrombotic 
coating, to increase the hemo-compatibility of the system (see column 6, lines 36-49). 
Hence, it would have been obvious to modify Brockway '191 to use such a coating, to 
increase the hemo-compatibility. Claim 10 is rejected in that the coating is a layer. 
Claims 1 1 and 12 are rejected in that Brockway '615 further teaches providing a 
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removable tube over the end of the device to protect the end prior to use (see column 6, 
lines 50-58). As such, it would have been obvious to modify Brockway '191 to use such 
a cover, to provide protection for the tip. The tube is only connected at the distal end. 

Claims 14 and 20 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Brockway et al '191 in view of Twardowski, as applied to claims 1-4, 9, 13, 15, 21 
and 36 above, further in view of Pohndorf et al 5353800. With respect to claim 14, 
Pohndorf teaches that a membrane is a known barrier to close a pressure transmitting 
carrier. Hence, it would have been obvious to modify Brockway '191 to use a 
membrane as the barrier, as it is merely the substitution of one known equivalent barrier 
for another. Claim 20 is rejected in that Pohndorf teaches that a helical catheter is a 
known PTC. As such, it would have been obvious to modify Brockway '191 to be a 
helical catheter, as it is merely the substitution of one known configuration for another. 

Claims 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Brockway et al '191 in view of Twardowski, as applied to claims 1-4, 9, 13, 15, 21 and 
36 above, further in view of Itoigawa et al 5807265. Itoigawa shows an alternate PTC 
where the distal port is side facing. As such, it would have been obvious to modify 
Brockway '191 to use a side facing port, as it is merely the substitution of one known 
configuration for another. 

Claim 17 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Brockway et al '191 in view of Twardowski, as applied to claims 1 -4, 9, 1 3, 1 5, 21 , and 
36 above, further in view of Brockway et al 6409674. Brockway further teaches a 
stabilizer attached to a catheter to enhance the anchoring of the device and prevent 
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movement in use. As such, it would have been obvious to modify Brockway to provide 
a stabilizer, to improve the measurement process. With respect to claim 17, Brockway 
'674 teaches a dissolvable cap 640 on the device to aid in introducing the device. 
Hence, it would have been obvious to use such a cap, to prevent injury during insertion. 

Claims 18 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Brockway et al '191 in view of Twardowski, as applied to claims 1-4, 9, 13, 15, 21 and 
36 above, further in view of Jackson 4160448. Jackson further teaches a PTC with a fill 
port, to maintain a proper level of fluid in the lumen. As such, it would have been 
obvious to modify Brockway '191 to use such a fill port, to increase the accuracy of 
measurement. 

Claims 22, 23, and 24 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Jackson 4160448 in view of Brockway et al '191 . Jackson shows a 
OTC with a catheter having an open proximal end connected to a pressure sensor 17, a 
fluid in the lumen, and a distal end closed by a sleeve 12 over the exterior of the 
catheter, which is an integral extension of the catheter. Brockway teaches that it is 
known to provide an internal pressure transducer and a transmitter to transmit the 
measurement results to the exterior of the body. Such an arrangement reduces the 
chances of infection and allows for improved patient mobility. Hence, it would have 
been obvious to modify Jackson to use an indwelling pressure transducer to improve 
patient comfort. 

Claim 26 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Brockway et al '191 in view of Twardowski and Ruefer 548071 1 . Ruefer further teaches 
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that eptfe is a known material used to promote ingrowth. Hence, it would have been 
obvious to modify the combination above to use eptfe for the cuff, as it is merely the 
simple substitution of one known equivalent material for another. 

Claim 29 is rejected under 35 U.S.C. 103(a) as being unpatentable over Jackson 
41 60448 in view of Sisley. Sisley teaches placing a Dacron (polyester) cuff on a 
catheter like that of Jackson to prevent the migration of bacteria. Hence, it would have 
been obvious to modify Jackson to use such a cuff, to increase patient safety. 

Claim 26 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Brockway et al '191 in view of Cameron 513550. Cameron teaches placing swellable 
material on the body to improve its seal with the tissue and its anchoring in the body 
(see column 2, lines 30-34). Hence it would have been obvious to modify the 
combination above to use the swellable material, to improve the positioning of the 
device. 

Claims 32-34 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Pohndorf et al. The exact cutoff frequency would have been obvious to one skilled in 
the art. 

Claim 19 is objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 

Claim 38 is allowable. 

Claims 19 and 38 define over the art in that none of the art has the protrusions 
on the catheter. 
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Applicant's arguments filed 10/3/2007 have been fully considered but they 
are moot in view of the new grounds of rejection. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Robert L. Nasser whose telephone number is 571 272- 
4731 . The examiner can normally be reached on m-f 9-5. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor II can be reached on 571 272-4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Robert L. Nasser Jr/ 
Primary Examiner 
Art Unit 3735 

RLN 

December 9, 2007 
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